t f'. i m .0 v i ot x t 

i 1 - u H i i >m t \ pi u i mi •! < f t n ! i vK't i * i pt u J 
if < < h it io u I i^j it) v ! uk Hi i t In i % \ jj j ittti u a nit " i to 

about " . ^U/ImI mknheotlu iiMf.mi iu uvt.h <k*.\ V,\u^ 

n ii o 2 (O'uutv ) I u ,i u 1 of i it v t v ii vs v t s the tat is 

approximately 50%. 

t'h ii m'(Vuhi t !\ < tw. ui < iU > npnMt o- o% urn w vicnuhc J.ttio ^ ol 
about 55 to about 65% Form J to about 35 to about 45% of Form 11 

Flauu 4 *Uswmah I u: ^'-n- . . o-iipcst)- ' ^fes<un% unesemthe mixture 
used fos composition ! is s rneiti u S »roperaU*t ; of < bout I 5 ?°< to ibout 5 5S 4t ( a ; measured by 
BSC, 

* ii << i us 1 I u < it x<ii < tit.) if U i i v u the tnt ire 

usedfo coiuj >si > t t v, 'ev>tt n about J o b\ neniht pokmoifhiv ohm v nd che ucal 

duiruidvUiun alU'f L'uiHiuiu Un mic uunuu 

( 1 no (O i ut t ) > n u! iiu' ii|n u i v ii v \ i lit. tua in 

USt J t i v IE } * i i t f ^UO , t ii) b ') > in ci;jht *, u t t c*. *<- inn ilk 

storage a! 100% relative humiditj, for one week 

( a m {t ' utti t 1 v ' ' < 1 < i 5 v i K t x i ti e t it tie 

u\<.d 1of oirj iiMtn t f < a. v v h uu*b >uM 1 ( f>o! m hu h< i t t u \ i n p i 
,ttki stoiaxK to< ; n ont Mt ii ( ! Rli 
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Reply to Office Actfou mailed August. 21, 2006 

auci storage for 2 m< m sat 3' ? C n 5^ RH 

f k»m l > (Onyttuh S\ , ^ n .ui-juMip^it'^ ^ * ^ m \ s 1 -e p the mixture 
,i<Jtt it] in i i t . { in b i p pik lit ^ i , »[ n pi 

.itVrsnvajiotiJi : months 4iM ,ri > RH 

Claim: 10 (Original). The pharmaceutical composition of claim 1, wherein the mixture 
sv.it f opposition t oes less than about 1 poi >t bt ban for ea polymorph 
<itk s" >t iue t > 2 mot u v ,r o»e nt it * sarme as RH. 

Claim: 11 (Original). The pharmaceutical composition of claim 10. wherein the mixture 
fsevlfotvom} nti c n ! to Ki p phi change <. c a thin pi 

aftej storage fos 2 mmi ts at room terns era* vet at 6t % RH. 

( hum 12 (Original) 1 i > in ^ n A vn< *>n >< it Oaim 1 i who* mi he t Uur*: 
E <. 1 Ix^t on p m tot t , ^ >n 1 in hat i |\»h piii .hi . k ^ \.l\ni pi 
t*ki t t U N m t ! - t t mt n t T in. , - t ". Kh 

Cldim 15 tO ,-mai i 1 , iikuihiU ii\ ti ■> of J n » i v t .niksw 
used for formulation e ^ i pi ^ ith i i< < ;\IP . jutremeras. 

r (i i <\\ uhj " j) \ net k\C j t( ' us ig t v f ay letget , c ct >r n > 
n at i co pi m ^ ni tstoi t\ Ii m it i < t tut * >f p i -at o it'U sr I ottH mammal i 
need thereof 

Claim 1 lOoustmU \ phai >.cn^ti k i it t ie-J imint < n pi Miigot 
u s ! x ! » i k itnliit J ta II t * ul u>\ c it j >tt it : u >m 1 t 
hum U *x*i \ a ph 1 t\ \ aeeeplahte c\eipserst 



3 



Claim H> (Un^ina^ I Ise on,* ni*f i.>rm«ivm< > el <\<nm K\ wherein the Form 11 
content of {Ik- mi auu jv ak -at J i '<> ^ about ^ > 

Mam "*<0 <'i\i!< f i ^ in ui iKi n i MJitii 1- uen- on <K mi\tmt 
itM\l K>! ^mposetm , meio v „ ; nrvunno et abore 1 ^"N to ahem js measured by 

DSC. 

Claim 1 8 (Original) TK pharmaceutical composition ol claim 1? therein rhe 

^ompoMtiorn kk u * Un t» < a > , E wiip \ ^mh v'uis. mbihernval 
dem,v.le at*. • hk , > tnt one mmuro 

C n 19 (Origsnal) Hi ? nacKuiicai eo np< - m f claim 15, wtu em Jk 
u<mpovE>en t\kk,-e^ Icnn t at o |T <l w l it Uxmmai a^o np» \ m ' net ■aofau 1 a ( 
100% relative humidity for one week. 

t hum 20 (Oi signal ) i \n e,vi m>.al composition >>( claim 1 5, wherein the 
u'mpo^fion imde^oes k^ t - a t i e e i< \',5i>"!mu i-t jot-- vi> I- r.'^fi^p- tHei 

storage for 2 months at 40 i? C at 75% Rfi 

t Idim 2 1 (Oogo i\ i Ik - iu^ii.uU upr.nv uki' wheamthe 
composition undergoes k»^ tra sb^-it ^ \ mot , roe t\ii o 5cb I \>i\t ilk r storage 
for 2 months al 4(f C at 75% RH. 

i, ii :j iO „ t 1 1 1 v m ^ iUul <. ))ip< v Ut oUK j ft 21 v\ herein me 
eomposii >n undergoes k st a abou * « >oivrm »hi< uigefon <cli ol >i h tft s wage 
fb) 3 months at urY at?5% RH. 
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T Ki*j\ p <H i i - «M 

t f'. i m .0 0 >-t x f 

«■ htim 2* t() t>m u > ! 4, pharmaceutical composition of claim J 5, wherein the 

U Uft - ! '<1 J lC" - t h> r ,< ' < 1 ^ h * if ! >>ph after 

storag r 2 t it! s < on t ? nurc at f hi I 

< Orsi : - {() =r=!\s! j J hv p^m)u> c iUvJ mmp.^f-].>\ claim 2.v wherein the 
u>npt<vi on i. uk 1 1 % lo\- ft' tl t w . 'v \t t p- \ o - , i <m L nh n m f + ei 

to* J momiio at >)>m k npt- dtuo hi o% KH 

Claim 25 (Original); The pharmaceutical composition of claim 24, wherein the 
composition ■■■ nk t U s t t< t! v,n v n t eh f >t h sU -o < 

for 2 month- on „ mv uio at 60% RH 

Claim 26 (Original); The pharmaceutical composition of claim 1 5. wherein the mixture 
ct tsnpn irs the t JMP s equt i cmet ih 

Claim 2" t\\ <tho%», u \ method ot pit v m 3 * > t ^ f m < kt o < ( io osv, in lS 
mammaKon pn -i u tni^Kn Ik un «.ettt< 1 ««>npi u -3 >t m n themanmu 
In need thereof 

( asm 2S i Original) \ stable mixture of crystal ne io; 1 de ;h <\ : k! t c S at d M n a 
neukn to omhi iat om a'mv 2^ - to alwjt "~"<> ^ en! er ft rn f<* theothet therein the 
mtvmre is stable 10 that t< mhtepov\ k sOtmaMr 1 <\ eok morphiv eksnge for each 
poKtutHpli jfio? sfofap^ fot ? ft ust'lo I t n 7* RH 

C iaim 20 (Original i \ stable mixture of < vstal sit !>> f 1 ck sioratadine in a weight to 
weight ratio oi from about 20-40* > 1 orm 11 to af oat 60-80% 1 orm I a serein the mixture is 
<. 1 m it ) it), t it Us t h t 1 Miu^iu') - s if} a \ ou 
stot tge for 2 n 3 -I s 1 > s t at < RH 
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Reqiii^t tot R t i f s e i M'-Of " 
KtpK t<*0' i, m i\J liMt-tJ:! >si{ f 

f ii U){() < Mh I'ht- s hit i Mint < 11 v \ Uk ilk wen ht to v s tj itic 
3, tl ft) about J '"-x b i oni) 0 UMsbouH 2- 0 s 0 foim !. 

Claim 3 i (Original ). The stable mixture of any of claims 28 a? 29 ; having a melting 
p,v in th 1 * 1 o ^ 1-Vb 

I hum C fOnuhruh I ho >*able tr unto < f eUm 2^ ot ; > whcicm lho rnivntrc 

Jtnklfl'U ^ 1 DM lit 1 D It I'llulll iO 1 ! 0 iv S OK M k) t 1 x :OU 

months at 4Q°C at 75% RH. 

1. 1 imi U tOnyhntU lho stable ffl'Miiie 0 , ,n> v iu, Ujl m\t c mules unless 
t ti* lb' po\!t 1 it p >q> it 01 )<u i n 1, n b' * 

75% RH. 

Claim 34 (Original)- The stable mixture of any of claims 28 or 2% wherein the mixture 
it: lot 01 1 1 111 , < Hi 1 [>ol n 1 ; ht< Mint t 1 1 kiiv],ili itu am Mot ^ 
i) u <! > * room i ho at 60%RH, 

r 1 n tM " i <. ) " m! > I 1 blot Miir it! "l 1 1 Ik m t M,du 

thati alx\ " 1 po mvp m. ^ e „v v ciei poo v fn ov Motase %; 2 moinhs at room 
temperature at 60% RH 

( film ^O i(h <i i lH I 1. <hU>! VitH 1 M l 1 l tut It'll 111 t 'Ll lit! iX\ltv 

t i tlx 1 p Ji 1 jl« 04 p p ft s 'iu'. 2 mot s 0>OO 1 

temperature at 60% RH. 

( bis ti * "* {O i mU \ i -m no < in, 1 -*<i ) \ -. st, mo r> 1 Ht n i iseuJit to 
veigl nioof alxx 25« to a hot 75° of citbt >nn, prepared b recess c mid > 
e^mh-ot m - % .1 ul tte vd\ sob, ,v atu 1 t h tMMooht us m< ' 00 m\tu t- H-h ' m 'be 
mixture, whereby two ph& > m.> h concent*; tin 
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->0 md ) ^" p m : ' li-> <. l < » t it v > - it lh it 1 H 'uetK^2-pMp 1 * *Vti\f > 
u'lhi i ngb .»'b4rt sb'Hi : > > i«if\u^ibv \olunu\ nKwla Ju v,i Mo» to *<btdm a slum 
tb ^ombo t - Ji ! h v >i { i ^ Ip^i visv iu ii - > hac fonru 1 

and Q. 

Claim bH s; On gs rial) (he stable rn >ame <-f cUsn > s hen n bu uithci 
eontpnv^ wab tg: the i i\U < i of su p > witr u \ 

Claim 39 (Original): Hie stable mixture of claim 37, wherein the process, further 
comprises warming the product of step f jo 4$*€ 

Claim 40 (Original): The stable mixture of claim 37, whe ■ n jia- (him>im i ndergoes le^s 
Uiar ah r Hb ovrof 1 1 ^ >f \b ^b i »n I it, i I _ n> h t\ n ( 

75% KM. 

Cb n4 (Original) f'he s We m tyre of claim 4< hei n the mixture undet^oes lw& 
i i u- iU - i noi ^ > t i j jp i ! im « bi i u b < 

75% Ml. 

Claim 42 (Original) 1 s stable t ture < e m41 hen > the mixture undergoes less 
tmaalo ^ po\n s. ^ < ^ o khpiA spVW - h<w o 2n s at b' ( J 
75% RR 

C n 43 (Original) 1 e stable t aire o c tn 37 herein the nixi e undergoes less 
i tt abov t P * o unormk l ' 0 c b i e .ch poh f <uoh alb, >n< io, - months at ioohj 
temperature at 60% MI, 

Claim H (Original) I' he stable m <iure of claim 43, wherein the mi to undergoes less 
I <tt \lx ' ^ pt utn , i i v<tv ip« \ pi U a>i tu o 2 n< r ^ moom 

tempcoome at 'b RH 
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Requite? R t i f s ? J I nn'-Of " 

Claim 45 (Original)- The stable mixture of dado 44, wherein the mixture undergoes less 
i; ,ti, ,4 f h o , i to: otcu p 1 > 0 - • a~x ! „ t 

tem \ I m at 60* < R! i 

(him l>Mt> «p4 i ,v o J>Um i siuto * ,» su ; Kn n tk »im uo complies whh 
the OMP h| m emeus 

Claim. 47 (Original) Xlse stable mixture of claim 3? wherein the di solution rat* n vitro 
-a ix s o e i > tuu u k melted by the t S I* Paddle Method at 50-90 RPM in 900 ml 
uaut xt5u v st nt v j uiOs;h mernivtureielea^i t k»j < i , im t« 

C n 4?s tOisuf al k\*Xn < tm 4 i k t <. ^ i iu t k O s k w -o *. < 1 
claim 37. 

( ] iim H o^O" mil) \piit t ti 4 t f L 1 nun up t <. i 

} ( U>a >aV I >f >k te} S 1* . t} u l f|< 1 1 1! 1 1 1 f ^4 Ul<] ud dl H ! 1 11 

i» a weight to weight ratio oi m oot 2 0 » to about 10% Fo! \ 11 to Form I md b) comhi.ii.iBg tfee 
mo iiisc wish i pkumaooim 4b u «■ H r 1 [u'lr^u n t [t uiiimu' tmal (.ompoMthw 

t n ^0 tOogsral) 1 n Kv H 4^ nt\ ti 4 0 » ft t \ k «on f t mur 

used for composition has a melting temper ature of about 1 5TC to about ! 58T as measured by 
DSC. 

Claim 51 jOi'gsmih l^c pis.r uiaceutkui comro^itjK 1 ft, hunt h> oliuurmhei ixmre 
ot>u l k -i >.s buK^utb 1 sveuk^ uivooos ge at t. i ui . s i .g >ma! osndtet 
grindmg lot one mi mac 
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Eequt^Ho? K t i f s a i utt'-Of " 
t f'. i m .0 v t >n x i 

c ii-NO < m!< ! M v mi>> ii.ii mi ^fiu Uhiif f' unlK^ Mine 
ufsdcfuvv ^ \><m s ait 1". turn's iih 'I cu< n 1 m m ,1 o m .s^g at fOO" o iclaUst. 
u dit; I'M < ttv a ed 

C n < i il. I i p rn.tv.cm J cm $itn» >f claim -I lAhereinthem lure 

umiotyt\- \— "Ian mu If , pnj\ hm, phu change tU c k1 m-lymonm aimt ^mgv foi ? 
m»»tt*sat40°C*?S% EM. 

llli'irhu til" ! nun il o - tn Wdanr'S on I c mutim. 

undergoes less than about 5% polymorphic change for each polymorph after storage for 2 
mmM at 4<fC at 75% RH, 

Claim 5 (Original) Hie p h i naeonrical composite f claim 5 a k em ih« m mm 
maiumxo vsn ! an a >ui >\ m m n m » m _ h s t U c > <uo ni tci m< s toi - 
months at 40T: at 75% RH 

{ n o at f il It u j v ii A n n t i In is t v u<* in Km -nun 
tnU m,Xs 1 m t ml' inicnt kill o'ln t ih n » t h htt 1 a .„ 

ipx i! nonucnipi mm<j d iW'o RH. 

C n 5" t tOtynul) Ihe n nkoiiiK n t « a: 0 » ft w k «on f i \tme 
mutaaavc in r ot v | V ot.MMu ojai^v U<i , vh p>\\i w ■> i am • vj s 

monshs e room temperature ;« 60% RH. 

Claim 58 (Original) the pharmaceutical composttioi *f claim 5< wherein the i ixture 
umvtmK*, less 0>»i ahnn i%pohsm< phic change Is >t t-aehm* uncsph :tci stooge foi 2 
months at mnm \* p m no m n u ff RH 

Claim 59t(Kgm<th 1 ne pharmaceutical o-oi t >> 'i J.ii ,) I" n hem' Mine 

(..vnp i i i <MP o> tnemt-ots 
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( (i f " «\\ s lu > it X jut x\| »<♦ pt< m u * t ' U i t <. on 1! a 
tt at k v > i _ ' 5 i mtw tli i s i km v>>f p* mi v i u i f cKiit + to I k nan n. 
in need thereof. 



to 



